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Food and Drug Administration, HHS § 114.80 

§ 114.5 Current good manufacturing 
practice. 

The criteria in §§ 114.10, 114.80, 114.83, 
114.89, and 114.100, as well as the cri-
teria in parts 110 and 117 of this chap-
ter, apply in determining whether an 
article of acidified food is adulterated: 

(a) Within the meaning of section 
402(a)(3) of the Federal Food, Drug, and 
Cosmetic Act in that it has been manu-
factured under such conditions that it 
is unfit for food; or 

(b) Within the meaning of section 
402(a)(4) of the Federal Food, Drug, and 
Cosmetic Act in that it has been pre-
pared, packed, or held under insanitary 
conditions whereby it may have be-
come contaminated with filth, or 
whereby it may have been rendered in-
jurious to health. 

[80 FR 56144, Sept. 17, 2015] 

§ 114.10 Personnel. 
All operators of processing and pack-

aging systems shall be under the oper-
ating supervisions of a person who has 
attended a school approved by the 
Commissioner for giving instruction in 
food-handling techniques, food-protec-
tion principles, personal hygiene and 
plant sanitation practices, pH controls 
and critical factors in acidification, 
and who has been identified by that 
school as having satisfactorily com-
pleted the prescribed course of instruc-
tion. The Commissioner will consider 
students who have satisfactorily com-
pleted the required portions of the 
courses presented under § 108.35 and 
part 113 of this chapter before March 
16, 1979, to be in compliance with the 
requirement of this section. 

Subparts B–D [Reserved] 

Subpart E—Production and 
Process Controls 

§ 114.80 Processes and controls. 
(a) Processing operations. The manu-

facturer shall employ appropriate qual-
ity control procedures to ensure that 
finished foods do not present a health 
hazard. 

(1) Acidified foods shall be so manu-
factured, processed, and packaged that 
a finished equilibrium pH value of 4.6 
or lower is achieved within the time 

designated in the scheduled process and 
maintained in all finished foods. Manu-
facturing shall be in accordance with 
the scheduled process. Acidified foods 
shall be thermally processed to an ex-
tent that is sufficient to destroy the 
vegetative cells of microorganisms of 
public health significance and those of 
nonhealth significance capable of re-
producing in the food under the condi-
tions in which the food is stored, dis-
tributed, retailed and held by the user. 
Permitted preservatives may be used 
to inhibit reproduction of microorga-
nisms of nonhealth significance (in lieu 
of thermal processing). 

(2) Sufficient control, including fre-
quent testing and recording of results, 
shall be exercised so that the finished 
equilibrium pH values for acidified 
foods are not higher than 4.6. Measure-
ment of acidity of foods in-process may 
be made by potentiometric methods, 
titratable acidity, or colorimetric 
methods. If the finished equilibrium pH 
of the food is above 4.0, the measure-
ment of the finished equilibrium pH 
shall be by a potentiometric method, 
and the in-process measurements by ti-
tration or colorimetry shall be related 
to the finished equilibrium pH. If the 
finished equilibrium pH is 4.0 or below, 
then the measurement of acidity of the 
final product may be made by any suit-
able method. Special care should be 
taken when food ingredients have been 
subjected to lye, lime, or similar high 
pH materials. 

(3) Procedures for acidification to at-
tain acceptable equilibrium pH levels 
in the final food include, but are not 
limited to, the following: 

(i) Blanching of the food ingredients 
in acidified aqueous solutions. 

(ii) Immersion of the blanched food 
in acid solutions. Although immersion 
of food in an acid solution is a satisfac-
tory method for acidification, care 
must be taken to ensure that the acid 
concentration is properly maintained. 

(iii) Direct batch acidification, which 
can be achieved by adding a known 
amount of an acid solution to a speci-
fied amount of food during acidifica-
tion. 

(iv) Direct addition of a predeter-
mined amount of acid to individual 
containers during production. Liquid 
acids are generally more effective than 
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